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Executive Summary

Acute and chronic dietary risk assessments were conducted using the Dietary Exposure
Evaluation Model (DEEM-FCID™, Version 2.03), which used food consumption data
from the U.S. Department of Agriculture’s Continuing Surveys of Food Intakes by
Individuals (CSFIT) from 1994-1996 and 1998. The analyses were performed to support
the registration of the new chemical, prothioconazole.

Acute Dietary Exposure Results and Characterization

A moderately refined acute dietary exposure assessment was conducted for
prothioconazole. Empirical processing factors (PFs) and livestock maximum residues
were incorporated, and 100 percent crop treated (%CT) was assumed for the acute
assessment. Average residue levels were also used, since all of the plant commodities
included in this assessment are blended food forms. No acute endpoint was identified for
the general U.S. population; females 13-49 years of age was the only population
subgroup included in the acute assessment. Dietary risk estimates were determined
considering exposures from food alone and food plus water using estimated drinking
water concentrations (EDWCs) for surface water sources provided by the Environmental
Fate and Effects Division (EFED). EDWC values were submitted for both lower and
upper bounds for each crop scenario. The acute analyses were performed incorporating
the EDWC values for beans and separate analyses were performed using the EDWCs for
rice, since these crops yielded the highest EDWC values. Ground water sources were not
included, as the EDWCs for this water source are minimal in comparison to surface
water.

The dietary exposure analyses result in acute dietary risk estimates that are below the
Agency’s level of concern for food only and food and water based on the bean
application scenario. At the 95™ percentile, the food only exposure for females 13-49
years old was 0.000216 mg/kg/day, which utilized 11% of the acute population adjusted
dose (aPAD). The exposure for food plus lower bound surface water estimates was
0.000614 mg/kg/day, which utilized 31% of the aPAD at the 95™ percentile. The
exposure for food and upper bound water estimates was 0.001192 mg/kg/day, which
utilized 60% of the aPAD at the 95" percentile for females 13-49.

Using EDWCs for rice, the dietary exposure analyses result in acute dietary risk estimates
that are below the Agency’s level of concern for the food plus lower bound surface water
analysis; dietary estimates exceeded the Agency’s level of concern for food plus upper
bound surface water estimates. For females 13-49 years o0ld, the exposure for food plus
lower hound surface water estimates was 0.001141 mg/kg/day, which utilized 57% of the
aPAD at the 95™ percentile. The exposure for food and upper bound water estimates was
(.005573 mg/kg/day, which utilized 279% of the aPAD at the 95" percentile. '

Surface water was found to be the most significant contributor fo the risk estimates for
the food plus upper bound water analysis based on the rice application scenario.
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Chronic Dietary Exposure Results and Characterization

A moderately refined chronic dietary exposure assessment was also performed.
Empirical processing factors, average residues, and livestock maximum residues were
incorporated into the chronic assessment; 100% crop treated was also assumed. Dietary
risk estimates were determined considering exposures from food alone and food plus
upper or lower bound surface water EDWC point estimates based on the bean application
scenario. Chronic EDWCs for rice were not determined due to model constraints. The
dietary exposure analyses result in chronic dietary risk estimates that are below the
Agency's level of concern for food alone and food plus water. The highest exposure and
risk estimates were for all infants and children 1-2 years old. The food only exposure
was 0.000530 mg/kg/day, which utilized 48% of the chronic population adjusted dose
(cPAD} for children 1-2. The highest exposure and risk estimates for food plus lower
bound water were also for children 1-2. The exposure for food plus lower surface water
estimates was 0.000684 mg/kg/day, utilizing 62% of the cPAD. The highest exposure
and risk estimates for food plus upper bound water were for the all infants population
subgroup. The exposure for food plus upper bound surface water estimates was
0.000948mg/kg/day, which utilized 86% of the cPAD.

The Cancer Assessment Review Committee (CARC) classified prothioconazole as “Not
likely to be carcinogenic to humans™; therefore, a cancer dietary assessment was not
performe:i.

I. Introduction

Dietary risk assessment incorporates both exposure and toxicity of a given pesticide. For
acute and chronic assessments, the risk is expressed as a percentage of 2 maximum
acceptable dose (i.e., the dose which HED has concluded will result in no unreasonable
adverse health effects). This dose is referred to as the population adjusted dose (PAD).
The PAD is equivalent to the reference dose (RfD) divided by the Food Quahty
Protection Act (FQPA) Safety Factor.

For acule and non-cancer chronic exposures, HED is concerned when estimated dietary
risk exceeds 100% of the PAD. HED is generally concerned when estimated cancer risk
exceeds one in one million (i.¢., the risk exceeds 1 x 10®). References which discuss the
acute and chronic risk assessments in more detail are available on the EP A/pesticides
web site: “Available Information on Assessing Exposure from Pesticides, A Uset’s
Guide,” 6,21/2000, web link: http://www.epa.gov/fedrgstr/EPA-PEST/2000/uly/ Day-
12/6061.pd1 < or see SOP 99.6 (8/20/99).

This action represents the first dietary risk assessment for prothioconazole.



Prothioconazole Dietary Exposure and Risk Assessment DP Number: 331636
PC Code: 113961 Page 4 of 24

II. Residue Information

Prothioconazole Use:

Bayer CropScience has proposed, in PP#4F6830, the establishment of permanent
tolerances for combined residues of the fungicide prothioconazole and its metabolites
in/on the following commodities: barley, oilseed (except sunflower and safflower) crop
group, dried shelled pea and bean (except Soybean) crop subgroup, peanut, rice, wheat,
and cattle (meat, meat byproducts and fat). HED has determined that the residue
chemistry database is sufficient to recommend in favor of a conditional registration,
pending the resolution of residue chemistry deficiencies, for this fungicide and
establishment of tolerances for prothioconazole on the following: barley, dried shelled
pea and bean crop subgroup (except soybeans), peanut, rapeseed, rice, wheat, meat, meat
byproducts, and fat of cattle, goat, horse and sheep, hog (meat byproducts only), milk and
poultry liver.

The residues of concern for plant commodities are prothioconazole and the metabolite,
desthio-prothioconazole. The residues of concern for livestock commodities are
prothioconazole, desthio-prothioconazole and metabolites that can be converted to these
two compounds by acid hydrolysis. Water residues of concern include prothioconazole,
desthio-prothioconazole, and prothioconazole-S-methyl. The aforementioned residues of
concem are included in the tolerance expressions recommended by HED, the
prothioconazole drinking water assessment, and in this dietary assessment. It should also
be noted that additional metabolites common to plants, livestock, and water from triazole
and the triazole derivatives have been considered and assessed separately in the triazole
aggregate risk assessment. Consequently, the triazole metabolites and derivatives were
not included in the prothioconazole assessments.

See D303508 and D314517, Prothioconazole: Petition for Establishment of Tolerances
for Use on Barley, Oilseed (Except Sunflower and Safflower) Crop Group, Dried Shelled
Pea and Bean (Except Soybean) Crop Subgroup, Peanut, Rice, and Wheat. Summary of
Analytical Chemistry and Residue Data, PP#4F6830 by Stephen Funk for further details.

Residue Data used for Acute and Chronic Assessments:

Refined acute and chronic dietary assessments were performed for prothioconazole. The
refinements used for both exposure durations are summarized below.

e Average field trial residues were used for all plant commodities in both the acute and
chronic analyses. Mean values used in this assessment can be found in Stephen
Funk’s Summary of Analytical Chemistry and Residue Data document under ‘crop
field trials’. Since all of the crops included in this assessment are blended food
forms, no residue distribution files (RDFs) were required. See Change in
Classification of Food Forms with Respect to “Not Blended,” “Partially Blended,”
and “Blended” Status, HED’s ChemSAC memo, 8/20/1999 for further details.
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e  Maximum residues were used in the assessments for livestock commodities. These
values were determined using the submitted ruminant feeding study, poultry
metabolism study, and the calculated maximum theoretical dietary burden (MTDBY);
see D303508, S. Funk for further details. A poultry feeding study was not submitted,
but these data have been requested as a condition of registration by HED. The
following calculation was used to determine maximum residues for ruminant
commodities;

Maximum Residues = MTDB x X Residues in feeding study
Diet in feeding study

Exampie: The maximum residue for miik is calculated below using the MTDB of 21
ppm, a diet of 29.5 ppm from the livestock feeding study, and residues of
<0.005, <0.005, and <.005 ppim for milk.

Maximum Residue for Milkk = _21 ppm x 0.015 ppm = 0.011 ppm
29.5 ppm

¢ EFED submitted modeled EDWC values. Point estimates were used in the acute and
chronic assessments from the bean and rice application scenanos. See D330265,
Prothioconazole Tier 11 Estimated Drinking Water Concentrations (EDWCs) for Use
in the Human Health Risk Assessment [Second revision]| by Roxolana Kashuba for
further details.

e Empirical factors generated in processing studies were also included when
appropriate in the acute and chronic assessments. Reduction factors were used for
canola refined oil, polished rice grain, rice bran and wheat flour. Concentration
factors were incorporated for wheat bran and germ. A default DEEM 7.81 processing
factor was also included for dried beef. A processing factor could not be calculated
for peanut butter in the submitted peanut processing study because residues were
below the limit of quantification (LOQ) in both the raw agricultural commodity
(RAC") and the processed fraction; therefore, no PF was applied for peanut butter.

See Stephen Funk’s Summary of Analytical Chemistry and Residue Data document
for additional information.

IIL. Drinking Water Data

The drinking water residues used in the dietary risk assessment were provided by the
Environmental Fate and Effects Division in the following memorandum:
“Prothioconazole Tier IT Estimated Drinking Water Concentrations (EDWCs) for Use in
the Human Health Risk Assessment [Second Revision]” (12330265, 6/21/06) and
incorporated directly into this dietary assessment. Water residues were incorporated in
DEEM-FCTD into the food categories “water, direct, all sources™ and “water, indirect, all
SQUrces.’
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EFED submitted estimated drinking water concentrations, which were determined using
the PRZM-EXAMS screening model, with the exception of rice. EDWCs for rice
paddies were determined using the Interim Rice Model, 10/29/2002. The Interim Rice
Model is capable of calculating EDWCs for acute exposures only. Therefore, the chronic
dietary analyses considered water estimates based on the bean application scenario only.
The use of the acute rice EDWC values for the chronic exposure would result in
overestimated and unrealistic exposure and risk estimates. The Interim Rice model 1s
intended to be an interim measure until a more complete rice modeling method becomes
available.

EDWC point estimates were submitted for both lower and upper bounds to account for
two major uncertainties in the drinking water modeling. First, some prothioconazole
residues remained in the bound phase in EFED studies used to characterize persistence.
To address this uncertainty, modeling was bounded based on inclusion and exclusion of
unextracted residues in half-life calculations. Secondly, the two major water degradates
of prothioconazole formed rapidly after application and have different mobility. To
address this uncertainty, modeling was conducted using Kocs (s0il organic carbon-water
partitioning coeflicients) for desthio-prothioconazole and prothioconazole-S-methy].
The lower bound EDWCs represent the exclusion of unextracted residues and the use of
the higher K.. Conversely, the higher bound estimates represent the inclusion of
unextracted residues and the use of the lower K.

Estimated drinking water concentrations were further refined for beans and rice.
Regional default Percent Cropped Area factors (PCA) have been applied to estimated
concentrations of these crops. Surface water EDWCs used in this assessment are
summarized in Table 1 below. DEEM analyses were performed for both the upper and
lower bound estimates and for the rice and bean crop scenario shown below, since these
EDWC values were the highest reported.

Table 1. Tier 11 EDWCs for Surface Water Based on Aerial Application of

Prothioconazole
DRINKING WATER SOURCE USE ESTIMATED DRINKING WATER CONCENTRATION
{(MODEL USED) SCENARIO | (EDWC) ( ppb)
{rate
modeled) ACUTE CHRONIC
Lower Upper Lower Upper
Bound Bound Bound Bound
Surface water (PRZM/EXAMS)| Bean' 10 22 4.9 11
Rice” 21 112 NA NA

Represents rapges in input parameters (aerobic soil, aerobic aquatic, and anaerobic aquatic metabolism half-lives and Koc) as well as

ranges in regional PCAs.
2

~ Uses the Interim Rice Model. Represents range in K, input parameter as well as ranges in regional PCAs.
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V. DEEM-FCID™ Program and Consumption Infermation

Prothioconazole acute and chronic dietary exposure assessments were conducted using
the Dietary Exposure Evaluation Model software with the Food Commodity Intake
Database (DEEM-FCID™, Version 2.03), which incorporates consumption data from
USDA’s Continuing Surveys of Food Intakes by Individuals (CSFII), 1994-1996 and
1998. The 1994-96, 98 data are based on the reported consumption of more than 20,000
individuais over two non-consecutive survey days. Foods “as consumed™ (e.g., apple pie)
are linked to EPA-defined food commodities (e.g. apples, peeled fruit - cooked; fresh or
N/S; baked; or wheat flour - cooked; fresh or N/S, baked) using publicly available recipe
translation files developed jointly by USDA/ARS and EPA. For chronic exposure
assessmertt, consumption data are averaged for the entire U.S. population and within
population subgroups, but for acute exposure assessment are retained as individual
consumption events. Based on analysis of the 1994-96, 98 CSFII consumption data,
which took into account dietary patterns and survey respondents, HED concluded that it
1s most appropriate to report risk for the following population subgroups: the general U.S.
populaiion, all infants (<1 year old), children 1-2, children 3-5, children 6-12, youth 13-
19, adults 20-49, females 13-49, and adults 50+ years old.

For chronic dietary exposure assessment, an estimate of the residue level in each food or
food-form (e.g., orange or orange juice) on the food commodity residue list is multiplied
by the average daily consumption estimate for that food/tfood form to produce a residue
intake estimate. The resulting residue intake estimate for each food/food form is summed
with the residue intake estimates for all other food/food forms on the commodity residue
hist to arrive at the total average estimated exposure. Exposure is expressed in mg/kg
body weight/day and as a percent of the ¢cPAD. This procedure is performed for each
population subgroup.

For acute exposure assessments, individual one-day food consumption data are used on
an mdividual-by-individual basis. The reported consumption amounts of each food item
can be multiplied by a residue point estimate and summed to obtain a total daily pesticide
exposure for a deterministic exposure assessment, or “matched” in multiple random
pairings with residue values and then summed in a probabilistic assessment. The
resulting distribution of exposures is expressed as a percentage of the aPAD on both a
user (i.¢., rnly those who reported eating relevant commodities/food forms) and a per-
capita {i.e.. those who reported eating the relevant commodities as well as those who did
not) basts. In accordance with HED policy, per capita exposure and risk are reported for
all tiers ot analysis. However, for tiers 1 and 2, any significant differences in user vs. per
capita exposure and risk are specifically identified and noted in the risk assessment.
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IV.Toxicological Information

Table 2. Summary of Toxicological Doses and Endpoints for Prothioconazole for Use in

Dietary Exposure Assessment

Exposure/ Point of Uncertainty/ RfD, PAD, Study and Toxicological
Scenario Departure FQPA Safety Level of Effects
Factors Concern for
Risk
Assessment

) An appropriate study was not identified for this population.
Acute Dietary

General US
pepulation
{including infants
and children)

) NOAEL=2.0 UF4=10x Acute RID = 0002 | Developmental Toxicity study in
Acute Dietary my/ke/day UF=10x mg/kg/day rabbits
Females 13-49 FOPA SF=10x LOAEL = 10 mg/kg/day, based on
years old {UF3g) aPAD = 0.002 structural alterations including
mg/kg/day malformed vertebral body and ribs,
arthrogryposis, and multiple
malformations.
N NOAEL=1.1 UF,=10x Chronic RfD = Chrenie/Oncogenicity study in
Chronic Dietary mg/kg/day UF=10x 0.001 mg/kg/day rats
All populations FQPA SF=10x LOAEL = 8.0 mg/kg/day based on
{UFpg} cPAD =90.001 liver histopathology (hepatocellular
mg'kg/day vacuolatton and fatty change {single
cell, centrilobular, and periportal)).
Canger Classification: “Not likely to be Carcinogenic fo Humans™ based on the absence of significant tumor

increases in two adequate rodent carcinogenicity studies.

Point of Departure (POD) = A data point or an estimated point that is derived from observed dose-response data and used to mark the
beginning of extrapolation to determine risk associated with lower environmentally relevant human exposures. NOAEL = no
observed adverse effect level. LOAEL = lowest observed adverse effect level. UF = uncestainty factor. UF, = extrapotation from
animal to human (intraspecies). UFy = potential variation in sensitivity among members of the human population (interspecies). UF_
= use of a LOAEL 1o extrapolate a NOAEL. UF; - use of a short-term study for long-term risk assessment. UFng = to account for the
absence of key data (i.e., lack of a critical study). FQPA SF = FQPA Safety Factor. PAD = population adjusied dose (a = acute. ¢ =
chronicj. RIE = reference dosc.

The prothioconazole risk assessment team has recommended that the 10X FQPA Safety
Factor be retained in the form of an uncertainty factor (UFpg) for the lack of data to
establish a NOAEL and LOAEL for neurotoxicity (brain morphometry and peripheral
nerve lesions) observed in the rat developmental neurofoxicity study. This uncertainty
factor is applied to the acute and chronic aggregate dietary risk assessments.

VL. Results/Discussion

As stated above, for acute and chronic assessments, HED is concermed when dietary risk
exceeds 100% of the PAD. The DEEM-FCID™ analyses estimate the dietary exposure
of the U.S. population and various population subgroups. The results reported in Tables
3 through 6 are for the general U.S. Population, all infants (<1 year old), children 1-2,
children 3-5, children 6-12, youth 13-19, females 13-49, adults 20-49, and adults 50+
years.
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Results vf Acute Dietarv Exposure Analysis

A refined acute dietary exposure assessment was conducted for prothioconazole.
Average tield trial values, empirical processing factors, and livestock maximum residues
were incorporated into the refined acute assessment. The assessment also assumed 100%
CT. No acute endpoint was identified for the general U.S. population; females 13-49
years of age was the only population subgroup included in the acute assessment. Dietary
risk estimates were determined considering exposures from food alone and food plus
water using surface water exposures for the dry bean and rice crops, since these
commadtties have the highest EDWCs. Ground water sources were not included, as the
EDW(’s for this water source are minirnal in comparison to surface water.

The dietary exposure analyses result in acute dietary risk estimates that are below the
Agency’s level of concern for food only and food and water based on the bean
application scenario. At the 95™ percentile, the food only exposure for females 13-49
vears old was 0.000216 mg/kg/day, which utilized 11% of the aPAD (see Table 3). The
exposure for food plus lower bound surface water estimates was 0.000614 mg/kg/day,
which utilized 31% of the aPAD at the 95" percentile. The exposure for food and upper
bound walter estimates was 0.001192 mg/kg/day, which utilized 60% of the aPAD at the
95™ percentile for females 13-49 (see Table 4).

Using EDWCs for rice, the dietary exposure analyses result in acute dietary risk estimates
that arc below the Agency’s level of concern for the food plus lower bound surface water
analysis; dietary estimates exceeded the Agency’s level of concemn for food plus upper
bound surface water estimates. For females 13-49 years old, the exposure for food plus
lower bound surface water estimates was 0.001141 mg/kg/day, which utilized 57% of the
aPAD at the 95" percentile. The exposure for food and upper bound water estimates was
0.005573 mg/kg/day, which utilized 279% of the aPAD at the 95™ percentile (see Table
4). Surface water was found to be the most significant contributor to the risk estimates
for the ford plus upper bound water analysis based on the rice application scenario.

Table 3. Results of Acute Dietary Exposure Analysis for Prothioconazole Using DEEM FCID at the
95" Percentile — Food Only

Popuiation Subgroup aPAD (mg/kg/day) Exposure (mg/kg/day} % aPAD

Females 13-49 vears oid 0.0020 0.000216 11
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Table 4. Results of Acute Dietary Exposure Analysis for Prothioconazole Using DEEM FCID at the

95" Percentile — Food and Water

LOWER BOUND UPPER BOUND
R aPAD
Population Subgroup (mg/kg/day) Exposure % aPAD Exposure v, aPAD
(mg/kg/day) ° (mg/kg/day) ’
USING DRY BEAN EDWC VALUES

0.000614 31 ¢.001192 a0

Females 13-49 years old 0.0020
USING RICE EDWC VALUES
0.001141 57 0.005573 279

Results of Chronic Dietary Exposure Analysis

A refined chronic dietary exposure assessment was also performed. Empirical processing
factors, average residues, and livestock maximum residues were incorporated into the
chronic assessment; 100% crop treated was also assumed. Dietary risk estimates were
determined considering exposures from food alone and food plus upper or lower bound
surface water EDWC point estimates based on the bean application scenario. Chronic
EDW(Cs for rice were not determined due to model constraints. The dietary exposure
analyses result in chronic dietary risk estimates that are below the Agency’s level of
concern for food alone and food plus water. The highest exposure and risk estimates
were for all infants and children 1-2 years old. The food only exposure was 0.000530
mg/kg/day, which utilized 48% of the cPAD for children 1-2 (see Table 5). The highest
exposure and risk estimates for food plus lower bound water were also for children 1-2.
The exposure for food plus lower surface water estimates was 0.000684 mg/kg/day,
utilizing 62% of the cPAD. The highest exposure and risk estimates for food plus upper
bound water were for the all infants population subgroup. The exposure for food plus
upper bound surface water estimates was 0.000948mg/kg/day, which utilized 86% of the
cPAD (see Table 6).

The Cancer Assessment Review Committee (CARC) classified prothioconazole as “Not
likely to be carcinogenic to humans”; therefore, a cancer assessment was not performed.
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Table 5, Results of Chronic Dietary Exposure Analysis for Prothioconazole Using DEEM ¥CID-

Food Only
. Refined Assessment
Population Subgroup cPAD (mg/kg/day)
Exposure (mg/kg/day) % cPAD
General L, 5. P'opulation 0.0011 0.000136 12
AT} [nfants (= | year oid) 0.0011 0.000188 17
Children §-2 vears oid 00011 0.000530 48
Children -3 vears old 0.0011 0.000382 35
Children £-17 years old 0.0011 0.000238 22
Youth 13-119 vears old 0.001t (.000120 11
Adults 20-49 vears old 0.0011 0.000093 8.5
Adults 50~ yzars ofd 0.0011 0.000081 74
Females 12-4% vears old 0.0011 0.000084 77

Table 6. Results of DEEM-FCID Chronic Dietary Exposure Analysis for Prothioconazole Using
Lower and Upper Bound EDWC Values for Beans — Food and Water

LOWER BOUND UPPER BOUND
FPopulation Subgroup c<PAD
(mg/kg/day) Exposure % PAD Exposure o cPAD
(mg/kg/day) ° (mg/kg/day)
Gengral U5, Population 0.0011 0.0006240 22 0.000368 34
All Infants (== { year old) 0.0011 0.000527 48 0,000948 86
Children 1-2 vears old 0.0011 0000684 62 0.000875 80
Chiklren -5 vears old 0.0011 0.000526 43 0.000704 64
Children 6-12 years old 0.0011 0.000337 31 0.000460 42
Youth 13- 1% vears old 04011 0.600195 18 0.000288 26
Adults 20-4% years old 0.0011 0.000189 17 0.000309 28
Adubs 50+ years old 0.0011 0.000182 17 0.00030% 28
Females 13-49 vears old G.0011 0.000180 16 0.0060300 27

VI. Characterization of Inputs/Ouiputs

In the course of conducting a refined dietary exposure analysis, decisions are macde
regarding the following: the residue data used in the analysis (e.g. monitoring data, field
trial data, cte.), refinements incorporated in DEEM-FCID™ such as %CT and processing
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factors, sensitivity analyses, and a variety of other issues which may be chemical- or
crop-specific. Characterization of this assessment and associated uncertainties include:

e Average field tnial residues were used for all plant cormmodities in both the acute and
chronic analyses because all of the crops included in this assessment are blended food
forms. The use of crop field trial data usually overstates the residues levels that
consumers are exposed to since residue levels are measured at harvest time and do not
reflect any degradation of the pesticide. Moreover, crop field trials are performed
using maximum application rates and minimum pre-harvest intervals. No monitoring
data is available for prothioconazole, as it 1s a new chemical.

¢ Maximum residues were used in the assessments for livestock commodities. These
values were determined using the submitted ruminant feeding study and poultry
metabolism study, and reflect the maximum level of pesticide likely to be present in
livestock commodities. These livestock estimates are considered to be conservative
because limit of guantification values were used for residues below LOQ, 100% CT
was assumed, and the maximum theoretical dictary burden was used to calculate
these values.

¢ Empirical factors generated in processing studies were included in the acute and
chronic assessments. Reduction factors were used for canola refined oil, polished rice
grain, rice bran and wheat flour. Concentration factors were incorporated for wheat
bran and germ. A default DEEM 7.81 processing factor was also included for dned
beef. A processing factor could not be calculated for peanut butter in the submitted
peanut processing study because residues were below the LOQ in both the RAC and
the processed fraction; therefore, no PF was applied for peanut buiter,

¢ Since there are no water monitoring data available for prothioconazole, drinking
water exposure estimates were based on PRZM-EXAMS surface water modeling
results. The drinking water inputs may be considered conservative for the following
reasons. The model results assume that applications will be made at maximum
application rates every year for 30 years. The PRZM-EXAMS models are based on
an actual reservoir/watershed system in lllinois which is known to be a highly
vulnerable configuration. Based on these considerations, it is likely that actual
exposure to prothioconazole from drinking water is somewhat lower than the
estimates provided in this assessment.

e The results of the Critical Exposure Contribution analysis showed that surface water
is the most significant contributor to the risk estimates for females 13-49 years of age
in the analysis considering food plus the upper bound surface water estimate from
rice, with surface water comprising over 95% of the total exposure. EDWCs used in
the acute and chronic assessments have been refined by EFED with the application of
regional default Percent Cropped Area factors. The availability of surface water
monitoring data or a more appropriate model for determining rice estimated drinking
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water concentrations could greatly impact the acute and chronic risk estimates.
However, without such data, further refinement of exposure estimates is not possible.

VIII. Conclusions

Refined acute and chronic dietary risk assessments were conducted for prothioconazole.
Average restdues, empirical PFs, livestock maximum residues, and surface water residue
estimates were incorporated, and 100% CT was assumed for both assessments.

The diectary exposure analyses result in acute dietary risk estimates that are below the
Agency’s level of concern at the 95™ percentile for food only and food plus water
analyses, which incorporated the EDWC values for dry beans. Using EDWCs for rice,
the dietary exposure analyses result in acute dictary risk estimates that are below the
Agency’s level of concern for the food plus lower bound surface water analysis; dietary
estimates exceeded the Agency’s level of concern for food plus upper bound surface
water estimates. Surface water was found to be the most significant contributor to the
risk estimates for the rice upper bound surface water plus food analysis.

The dietary exposure analyses result in chronic dietary risk estimates that are below the
Agency’s level of concern for food alone and food plus surface water analyses.

IX. List of Attachments

. Tabular Summary of Data and Residue Estimates Used in the Dietary Analyses.
. Acute and Chronic Food Only Input File.

. Acuie Food Only Results File.

. Acute Food and Water Results File- Beans, Lower Bound.

. Acute Food and Water Results File- Beans, Upper Bound.

. Acute Food and Water Results File- Rice, Lower Bound.

. Acute Food and Water Results File- Rice, Upper Bound.

. Chronic Food Only Results File.

0. Chronic Food and Water Results File- Beans, Lower Bound.
10. Chronic Food and Water Results File- Beans, Upper Bound.
11. Critical Exposure Contribution Analysis.
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Attachment 1: Tabular Summary of Data and Residue Estimates Used in the Dietary
Analyses.

Table 11. Summary of Data and Residue Estimates Used in the Dietary Analyses

No. of civated

Food e Data Samples; PFs Anticipate

RAC Classification' 2 § LOD & Residue
Forms Source Average Estimates’

Residues

Bean, dried, shelled Al B FT, 46246200 20; 0.062 0.01 None (3.062

Pea, dry, shelled All B FT, 46246221 26;0.156 0.05 Naone 0.156

Barley All B FT, 46246200 49, 0.040 0.02 None (0.046
Rice, white All B FT, 46246216 32;0.031 0.02 0.1 0.031
Rice, brown All B FT, 46246216 32;0.031 0.02 None 0031
Rice, flour All B FT, 46246216 32:0.031 02 None 0031
Rice, bian All B FT, 46246216 32,0031 0.02 0.6 0.031
Wheat, grain All B FT, 46246219 66; 0.014 002 None 0.014
Wheat, flour All B FT, 46246219 66;0014 002 0.4 0.014
Wheat, germ All B FF, 462456219 66; 0.014 0.02 a0 0014
Wheat, bran All B FT, 46246219 66; (0.014 062 24 0.014

PRS—

FT, 46246215 44;0.015

T,

Beef, meat All except - Ruminant feeding study 3,0.01 0.01 None 0.022

dried beef

Dried beef B Ruminant feeding stady 3,001 0.01 1.92 0022
Beef, meat byproducts | All - Ruminant feeding study 3;0.104 0.01 None 0225
Beef, fat All B Ruminant feeding study 3, 0.005 0.01 Nonc 0.06
Beef, kidney All B Ruminant feeding study 3, 0.083 0.01 Noue a.18
Beef, liver All - Ruminant feeding study 3, 0.104 0.01 None 0225
Guoat, meat Al - Ruminant feeding study 3;0.01 0.0 None £.022
Goat, meat byproducts | All B Ruminant feeding study 3:0.104 0.01 None 0.223
Goat, fat All - Ruminant feeding study 3, 0,005 0.01 None 006
Goat, kidney All - Ruminant feeding study 3:0.083 0.01 None 018
Goat, Tiver All — Ruminant fceding study 3; 0,104 0.01 None 0.225
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Horse, meat All -~ Ruminant feeding study 3,001 0.01 None .02
Pork, meat byproducts | All - Ruminant feeding study 30104 0.01 None 0.225
Pork, kidney Al - Ruminant feeding study 3;0.083 0.01 Noene 0.18
Porl, liver All B Ruminant feeding study 3;0.104 0.0 Noue 0225
Sheep, meat All - Ruminant feeding srudy 3,001 0.01 Noene (.022
Sheep, meai All B Ruminant feeding study 3001 0.01 Nomne 0.225
byproduct:

Sheep, fat Al - Ruminant feeding study 3:0.003 0.01 None 0.06
Sheep, kidney - 0.18

Chicken. hiver

All

All

Ruminant feeding study

ecw"

Poultry metabolism study

NA

MNome

Nomne

0.005

Poultry, ather hver

All

Poultry metabolism study

NA

None

0.005

Turkey, 1

Milk

All

Pouttry metabolism study

L

Ruminant feeding study

0.01

None ] 4.011

' Classification of blended (B), partially blended (PB) or not blended (NB).
PFT = field trial data; MRIDs are listed for crop field trial studies.

* Acute and Chronic ARs are equivalent. Since all of the food forms included are blended commodities, average
residues wore used for both assessments.
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Attachment 2. Acute and Chronic Food Only Input File.

Filename: C:\Documents and Settings\tgocdlow\My
Documents\2004DEEMFCID Prothioconazole\Post RARC
dietary\prothiocconazole_tier2_foodonly.R98
Chemical: Prothicconazole

RfD(Chronic): .0011 my/kg bw/day NOEL(Chronic): 1.1 mg/kg bw/day

RfD(Acute}: .002 mg/kg bw/day NOEL{Acute): 2 mg/kg bw/day
Date created/last modified: 07-25-2006/14:12:58/8
Comment : Post RARC endpoints

EPA Crop Def Res
Code Grp Commodity Name {ppm)
15000250 15 Barley, pearled barley 0.040000
15000251 15 Barley, pearled barley-babvfood 0.040000
15000260 15 Barley, flour 0.040000
15060261 1% Barley, flour-babvfood 0.040000
15000270 15 Barley, bran 0.040000
06030300 6C Bean, black, seed 0.062000
06030320 6C Bean, broad, seed 0.062000
06030340 &C Bean, cowpea, seed 0.062000
06030350 6C Bean, ¢great northern, seed 0.062000
06030360 6&C Bean, kidney, seed 0.062000
06030380 6C Bean, 1lima, seed 0.062000
06030390 6C Bean, mung, seed 0.062000
06030400 6C Bean, navy, seed 0.062000
06030410 6C Bean, pink, seed 0.062000
06030420 6C Bean, pinto, seed 0.062000
21000440 M Beef, meat 0.022000
21000441 M Beef, meat-babyfocd 0.022000
21000450 M Beef, meat, dried 3.022000
21000460 M Reef, meat byproducts 0.225000
21000461 M Beef, meat byproducts-babyfood 0.225000
21000470 M Beef, fat 0.060000
21000471 M Beef, fat-babvytood 0.060000
21000480 ™ Beef, kidney 0.180000
21000490 M Beef, liver 0.225000
21000491 M Beef, liver-babyfood 0.225000
A03000940 P Chicken, liver 0.005000
06030980 6C Chickpea, seed 0.062000
06030981 &C Chickpea, seed-babyfood 0.062000
06030990 6&C Chickpea, flour 0.062000
230016920 ™ Grat, meat 0.022000
23001700 M Goat, meat byproducts 0.225000
23001710 M Goat, fat 0.060000
23001720 M Goat, kidney 0.180000
23001730 M Geat, liver 0.225000
06031820 6C Guar, seed 0.062000
06031821 sC Guar, seed-bahyfood 0.062000
24001890 M Horse, meat 0.020000
06032030 6C Lentil, seed 0.062000
27002220 D Milk, fat 0.011000
27062221 D Milk, fat - baby food/infant for 0.011000
27012230 D Milk, nonfat selids 0.011000
27012231 D Milk, nonfat solids-baby food/in 0.011000
27022240 D Milk, water : 0.011000
27022241 D Milk, water-babyfcod/infant form 0.01100Q0
27032251 D Milk, sugar (lactose)-haby food/ 0.0311000
06032560 &C Pea, dry 0.156000
06032561 6C Pea, dry-babyfood 0.156C00
06032580 6C Pea, pigeon, seed 0.156000
95002630 O Peanut. 0.010000
95002640 © Peanut, butler 0.0100C0
95002650 © Poanut, oil 0.010000
25002920 M Pork, meat byproducts 0.225000D
250029821 M Pork, meat byproducts-babviood 0.225000
25002940 M Pork, kidney 0.180000
25002950 M Pork, liver 0.225000

Program ver. 2.03

adj.Factors Comment.

e N e N el i i e e e e e e el e e e e e el el R el et el el ol el el el el el

#1

.000
.000
.000
L0090
.000
.00
.000
.0oo
-000
. 00D
.Go0
.00
.000

#2

.goo
.000
.000
.000
.poo
.00
.000
.000
.Q00
.0o0
. 000
. 000
.000
L0000
.000
.00
.000
.poo
. 000
L0080
.000
L0006
000
.000
. 000
.000
.000
.000
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6000300 1 Poultry, other, liver 0.005000 1.000 1.000
200035420 20 Rapeseed, oil 0.015000 0.700 1.000
200031=1 20 Rapeseed, oil-babyfood 0.015000 0.700 1.000
1500324C 1% Rice, white 0.031000 0.160 1.000Q
15003231 15 Rice, white-habyfood 0.031000 6.100 1.000
15003240 1% Rice, brown 0.031000 1.000 1.000
15003241 1% Rice, brown-babyfood 0.031000 1.000 1.000
150032450 15 Rice, flour 0.031000 1.000 1.000
15003251 1S Rice, flour-babyfcod 0.031000 1.000 1.000
15003260 1o Rice, bran 0.031000 0.600 1.000
15003261 15 Rice, bran-babyfood 0.031000 0.600 1.000
26003330 M Sheep, meat 0.022000 1.000 1.00C
2635032331 M Sheep, meat-babyfood 0.C22000 1.000 1.000
26003400 ™ Sheep, meat byproducts 0.225000 1.000 1.000
26003410 Sheep, fat 0.660000 1.000 1.000
26003451 M Sheep, fat-habyfocd 0.060000 i.000 1.000
26003400 M Sheep, kidney 0.180000 1.000 1.000
26003470 4 Sheep, liver 0.225000 1.000 1.000
500038%03 2 Turkey, liver 0.005000 1.000 1.000
50003831 Turkey, liver-babyfood 0.005000 1.000 1.060
15004010 1% Wheat, grain 0.014000 1.000 1.0C0
15004010 |- Wheat, grain-babyfood 0.014000 1.000 1.000
15004020 13 Wheat, fliour 0.014000 0.400 1.000
1500402 15 wheat, flour-babyfood 0.014000 0.400 1.000
L0040 o4 Wheat, germ 0.014000 2.000 1.000
LRODAGEDY L0 Wheat, bran 0.012000 2.400 1.000
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Attachment 3. Acute Food Only Results File.

U.S. Environmental Protection Agency Ver. 2.02

DEEM-FCID ACUTE Analysié for PROTHIOCONAZOLE (1994-98 data)

Residue file: prothioconazole_tier2 foodonly . R98 Adjustment factor #2 NOT used.
Analysis Date: 07-27-2006/14:08:4¢ Residue file dated: 07-27-2006/14:07:28/8
NOEL (Acute) = 2.000000 mg/kg body-wt/day

Daily totals for food and foodform consumption used.

Run Comment: "Post RARC endpoints”

Sumnary calculations {(per capita)l:

95th Percentile 9%th Percentile 92.9th Percentile
Expogure % aRfD MOE Exposure % aRfD MOE Exposure % aRfD MOE

Females 13-49 yrs:
0.000216 10.82 9247z 0.000363 18.14 5513 0.000601 30.03 3329

Attachment 4: Acute Foed and Water Results File- Beans, Lower Bound.

U.5. Environmental rProtection Agericy Ver, 2.02
DEEM-FCID ACUTE Analvsis for PROTHIOCONAZOLE {1994-98 data}
Residue file: prothioconazole_acute_tier?_foodibeanlowSW,R98

adiustment factor #2 NOT used.

analysis Date: 07-25-2006/13:48:44 Residue file dated: 07-25-2006/13:41:35/8
NOEL (Acute} = 2.000000 mg/kg body-wt/day

Dally totals feor food and foodform consumption used.

Run Comment:; "Post RARC endpoints. Food + bean low surface water.!

Summary calculations (per capita):

95th Percentile 99th Percentile 99.9th Fercentile
Exposure % aRfD MOE Exposure % aRfD MOE Exposure % aRfD MOE
Fenales 13-49 yrs:
0.000614 20,70 3256 0.000938 46.92 23131 0.001844 92.20 1084

Attachment 5: Acute Food and Water Results File- Beans, Upper Bound.

U.S. Environmental Protection Agency Ver. 2.02
DEEM-FCID ACUTE Analysis for PROTHICCONAZOLE (1994-98 data)
Regidue file:r prothicoconazela_arnte_tier? foodikheanhighSw.R98

adiustment factor #2 NOT used.

Analysis Date: 07-25-2006/13:47:26 Residue file dated: 07-25-2006/13:3%:07/8
NOEL {Acute)} = 2.000000 mg/kg bhody-wt/day

Daily totals for food and foodform consumption used.

Run Comment: "Post RARC endpoints. Tier Z food + bean high surface water.*

Summary calculations (per capita):

95th Percentile 99th Percentile 99.9th Percentile
Exposure % aRiD MOE Exposure % aRID MOE Exposure % arRtD MOE

Females 13-49 yrs:
0.001192 59.60 1677 0.001922 96.11 1040 0.003303 165.44 604
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Attachment 6: Acute Food and Water Results File- Rice, Lower Bound.

onmental Protection Agency Ver. 2.02
ACUTE Analysis for PROTHIQCONAZOLE (1994-98 data)
le: prothiocnonarcle acute tierZ _foodsricelowSW.R98

factor #2 NOT used.
iate: 07-25-2006/14:16:11 Residue file dated: 07-25-2006/14:12:17/8
o= 2.000000 mg/kg body-wt/day
5 for food and foodform consumption used.
: Tier 2 food + rice low surface water.”

Summary < -_culations {per capital:
3.t . Percentile 99tk Percentile 99.%th Percenzile
Exposure % aRfD MOE Exposure % aRfD MOE Exposure % aRID MOE
Temales 1149 yrs:
(AT | 57.05 1752 0.001847 92.35 1082 0.003183 159.1% 628

Attachment 7; Acute Food and Water Results File- Rice, Upper Bound.

U.5. Envivonmental Protection Agency Ver. 2.02

DEEM-F( 3 ACOTE Analvysis for PROTHIOCOMAZOLE {1994-98 data)

Resldue tole: prothloconazole acute tier?2_ foodhkricehlighSw.R98

factor #2 NOT used.

have: 07-25-2006/14:15:11 Raesidue file dated: 07-25-2006/14:11:36/8
7 2.000000 mgskg body-wt/day

Daily tooials for food and focdform consumption used.

Fun Commer.

summary oL loulations (per capital:

9Ly pPercentile 99th Percentile 99.,9th Percentile
Exposusie % aRfD MOE Fxposure % aRfD MOE Exposure % aRfD MOE
Females © - -«% yrs:

2.00507 . R27B.66 358 0.008917 445.83 224 0.015940 797.02 125
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Attachment 8: Chronic Food Only Results File.

0.S. Environmental Proteciion Agency Ver. 2.00
DEEM-FCID Chronic analysis for PROTHIOUZONAZOLE (1994-98 data)
Residue file name: C:\Documents and Settings\tgoodlow\My
Documents\2004DEEMFCIDAProthioconazole\Post RARC
dietarv\prothioconazole_tier2_ foodonly.R98

Adjustment factor #2 NOT used.
Analygsis Date 07-25-2006/14-18:00 Residue file dated: 07-25-2006/14:12:58/8
Refarence dose (RTD, Chronig) = 0011 mg/kg bw/day
NOEL {Chronic) = 1.1 mg/kg bw/day
COMMENT 1: Post FARC endpoints. Tier 2 chronic food only.

Population g/ kg Margin of Percent
Subgroup body wt/day Exposure 1/ of RID
TU.S. Population (total) 0.000136 B, 068 12.4%
U.S. Population (spring season) 0.500136 8,089 12.4%
U.8, Population {(summer season} 0.000133 8,258 12.1%
U.8. Population (autumn season) 0.000140 7.865 12.7%
7.8, pPopulation (winter season) 0.000136 8,079 12.4%
Northeast region 0.000134 8,231 12.1%
Midwest region 0.000142 7,755 12.9%
Socuthern region 0.o001z27 8,644 11.6%
Western region 0.000147 7,470 13.4%
Hispanics 0.000171 65,441 15.5%
Non-hispanic whites 0.000130 8,461 11. 8%
Non-~hispanic blacks 0.000138 7,950 12.6%
HNon-hisp/non-white/non-black 0.000152 7,239 13.8%
all infants (= 1 vear} 0.000188 5,843 17.1%
Nursing infants 0.000064 17,307 5.8%
Non-nursing infants 0.000236 4,669 21.4%
Children 1-6 yrs 0.000422 2,609 38.3%
Children 7-12 yrs 0.000223 4,944 20.2%
Females 13-1% (not preg or nursing) 0.000100 10,987 9.1%
Females 20+ (not pred or nursing) 0.000077 14,332 7.0%
Females 13-50 vrs 0.000099 11,105 9.0%
Females 13+ (preg/not nursing) 0.000122 %,023 11.1%
Females 13+ (nursing) 0.000120 9,130 11.0%
Males 13-19 vrs 0.000139 7,942 12.6%
Males 20+ vyrs 0.000100 10,967 9.1%
Seniors 554 0.000081 13,610 7.3%
Children 1-2 vrs 0.000530 2,074 48.2%
Children 3-5 yrs 0.000382 2,879 34.7%
Children 6-12 vyrs 0.000238 4,626 21.6%
Youth 13-19 vyrs 0.000120 9,168 10.9%
Adults 20-49 yrs 0.0000%93 11, R25 BB
adults 50+ yrs 0.000081 13,578 7.4%
Females 13-49 yrs 0.000084 13,048 7.7%



DP Number: 331636
Page 21 of 24

Prothioconazole
PC Code; 113961

Dietary Exposure and Risk Assessment

Attachment 9: Chronic Food and Water Results File- Beans, Lower Bound.

7.4, FEowvitcenmental Protection Agency ver. 2.00
DEEM-F Chronic analysis for PROTHIQCONAZOLE {1994-98 data)
Residque tile name: C:\Documents and Settingsi\tgoodlow\My
Documer: &+ 2004DEEMFCID Prothiloconazole\ Post RARC
dietary (Cronici\prothioconazole chronic_tier?2 foodsbeanlowSW.R98
Adjustment factor #2 NOT used.
analyesis Jate 07-25-2006/13:51:23 Residue file dated: 07-25-2006/13:44:03/8
Reference dose (RfD, Chronic! = .0011 mg/kg bw/day
WOEL {Crmmicy = 1.1 mg/kg bw/day
COMMENT 1: Post RARC endpoints. Food - bean low surface water.
Total exposure Wy populatlion subgroup
Total Exposure

Population ma kg Margin of Percent

Subgroup body wt/day Exposure 1/ of RED
U.g. Pegci.ation (total) 0.000240 4,591 21.8%
U.3. Poou.ation ispring season) 0.000238 4,615 21.7%
1.5, Populavion (summer season) 0.000244 4,506 22.2%
U.s. Sion (autumn season) 0.000240 4,589 21.8%
.3, stion {(wintey season) 0.00D236 1,661 21.:5%
Northeamt ~eglon 0.000228 1,827 20.7%
Midwest cogon 1.000248 4,467 22.4%
Soatherr. te=ugion 0,000225 4,879 20.5%
Wesoern ¥ on 0.000266 4,142 24.1%
Eispanics 0.000288 3,819 26 2%
Non-higpar .o whites 0.000231 4,766 21.0%
Non-hisecar .o blacks 0.000236 4,653 21.5%
Non-hist ‘rorn-white/non-black (.000279 3,949 25 3%
Ali infantss 0,000527 2,688 47.9%
Kursing i $.000189 5,816 17.2%
Non-nurs.rg infants 0.000655 1,679 59.6%
Chiidren | -& yrs 0.000566 1,944 51.4%
Children " -1¢ yrs 0.000316 3,477 28.8%
Fermales 519 (not preg or nursing) 0.000173 £,366 15.7%
Females (- (not preg or nursing) 0,000180 £€,116 16.3%
Females '3 L0 yrs 0.000199 5,528 18.1
Females {preg/not mursing) 0.000222 41,948 20.2%
Females {nursing) 6.000264 4,174 24.0%
Males 13-1: vwrs 0.00C214 5,128 19.5%
Malesg 20 Frs G.,000193 5,704 17.5%
Senlors 0.000182 6,037 i6.6%
Cnildren 1-2 yrs 0.000684 1,609 62.2%
Children 2-5 yrs 0.000526 2,093 477 .8%
Children 6-12 yrs 0.000337 3,266 30.6%
Youth 1513 vrs 0.000195 5,652 17.7%
Adults 0.0001892 5,806 17.2%
adulte Py 0.000182 6,028 16.6%
Faerales 349 yrs 05.000180 6,100 16.4%
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Attachment 10: Chronic Food and Water Results File- Beans, Upper Bound.

U.5., Environmental Protection Agency Ver. 2.00
DEEM-FCID Chronic analysis for PROTHIOCONAZOLE (1994-98 data)
Residue file name: C:\Documents and Settings)tgoodlow\My
Document s\ 2004DEEMFCID\Prothioconazolel\Post RARC
dietary:\Chroniciprothicconazole_chronic_tierz_ food&beanhighSw.R98

Adjustment factor #2 NOT used.

Analysis Date 07-25-2006/13:50:06 Regsidue file dated: 07-25-2006/13:43:26/8
Reference dose (RfD, Chronic) = .0011 mg/kg bw/day
NOEL {Chronic) = 1.1 mg/kg bw/day

COMMENT 1: Post RARC endpoints. Food + bean high surface water.

Population mg/ kg Margin of Percent
Subgroup body wt/day Exposure 1/ of RED
.3, Population {total) 0.000368 2,988 33 .5%
5.S5. Population (spring season) 0.000366 3,007 33.3%
U.5. Pepulation (summer season) 0.000382 2,878 34.7%
U.S. Population (autumn season) 0.000364 3,022 33.1%
.5, Population (winter season! 0.000360 3,053 32.8%
Northeast region 0.000345 3,187 31.4%
Midwest region 0.000376 2,924 34.2%
Southern region 0.000348 3,164 31.6%
Western region 0.000413 2,664 37.5%
Hispanics 0.000434 2,535 3%.5%
Non-hispanic whites 0.000356 3,088 32.4%
Non-hispanic blacks 0.000358 3,069 32.6%
MNon-hisp/non-whire/non-kblack 0.000436 2,522 39.7%
A1l infants (< 1 vear) 0.000948 1,160 B6.2%
Nursing infants 0.000345 3,184 31.4%
Non-nursing infants 0.001177 934 107.0%
Children 1-6 vyrs 0.000746 1,475 67.8%
Children 7-12 vrs 0.000433 2,540 39.4%
Females 13-19 (not preg or nursing) 0.000263 4,178 23.9%
Females 20+ (not preg or nursing) 0.000308 3,569 28.0%
Females 13-50 yrs 0.000323 3,402 29.4%
Females 13+ (preg/not nursing) 0.000347 3,167 31.6%
Females 13+ (nursing) 0.000442 2,4%0 40.2%
Males 13-19 vyrs 0.000309 3,559 28.1%
Males 20+ yrs 0.000308 3,571 28.0%
Seniors 55+ 0.000308 3,566 28.0%
Children 1-2 yrs 0.000875% 1,257 79.5%
Children 3-5% vyrs 0.000704 1,562 64.0%
Children 6-12 yrs D.000460 2,391 41.8%
Youth 13-19 yrs 0.000288 3,825 26.1%
Adults 20-49% yrs 0.000309 3,554 282.1%
Adults 50+ yrs 0.000309 3,563 28.1%
Females 13-49 vyrs (.000300 3,668 27.3%
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Attachment 11: Critical Exposure Contribution Analysis.

U.3. Env.ronmental Praotection Agency
DEZM-F
CEFIL 1944-98
Residue ‘ile =
Documencs\2004DEEMFCID\ Prothioconazole\Post RARC
dietaryh
Pate ard time of analysis:

08-03-2006 14:33:48

1 Acute Critical Exposure Contributicn Analysis

C:\Documents and Setringsi\tgocdlow\My

Daily totats for feood and foodform consumption used.

Adjustmert factor #2 not used.
i Aposure contribution = 1%
divided by body weight

LLONS
=g 13-49 yrs

{(Ver 2.02)

itte\prothioconazole_acute _tier2_food&ricehighSw,.R98

Females 1449 yrs

Low percentile for CEC records: 95 Exposure (mg/day) = 0.005573
High porcentile for CEC records: 100 Exposure (mg/day) = 0.022879
Number actual records in this interval: 273
Criticali foods/foodforms for this pecpulation (as derived from these records):

N=nunmba: of appearances in all records (including duplicates)

2=pe: of total exposure for all records (including duplicates}

Food rr N Percent Food Name
E601LC0O00 110 263 64.65% Water, direct, all scurces-Uncooked: Fresh or
N/S; Cock Meth N/S
8602000 232 200 27.31% Water, indirect, all sources-Cocked; Driad:
goiled .
B6020000 230 10 2.62% Water, indirect, all sources-Cooked; Dried; Cook
Meth N/
BEO20004 120 22 1.22% Water, indirect, all sources-Uncooked; Dried;
Cook Merh N/S
86020000 116 23 1.15% water, indirect, all sources-Uncooked; Fresh or
M/3: Cock Meth N/S

86020000 220 14 0.60% Water, indirect, all sources-Uncocked; Frozen;
Coaok Maln N/S
8EG20Q0CT 212 34 0.56% Weter, incirect, all sources-Cooked; Fresh or
N/S: Boiled
27CG22240 1if 43 0.26% Milk, water-Uncocked; Fresh or N/S; Cook Meth
N/S

8602000 210 23 0.26% wWater, indirect, all sources-Cooked; Fresh or
N/5: Cook Math N/S
86020000 213 4 0.07% Water, indirect, all sources-Cooked; Fresh or
N/S: Friaoo

8BRO2000( 211 3 0.06% Water, indirect, all sources-Cooked; Fresh or
NsE: Bakel

86020000 04z 1 0.03% Water, indirect, all sources-Cocked; Canned;
Boiled
21000495 210 1 0.02% Beef, liver-Cooked; Fresh or W/S; Cook Meth N/S
21000440 210 4 0.02% Beef, meat-Cooked; Fresh or N/S; Cook Meth N/S
286020000 215 3 0.02% viater, indirect, all sources-Cooked; Fresh or
N/&; Boilcd, baked

21000490 114 1 0.01% peef, liver-Cooked; Fresh or N/S; Fried/kaked
15C002640 110 2 C.01% Barley, flour-Uncooked; Fresh cr N/S; Cook Meth
NS5

B8ROZ20007 Y33 1 0.01% Water, indirect, all sources-Cocked; Dried;
Fried

032030 232 2 0.01% jentil, seed-Cocked; Dried; Boiled
28002027 Ti0 1 0.01% rork, meat byproducts-Cocked; Fresh or N/3: Cook
Melh NG
21000440 Sl z 0.01% peaf, meat-Cocked; Fresh or N/5; Baked
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21000460
Boiled
6030420
23001690
21000440
6030360
21000440

230
212
212
232
213

i el

[ e B o B B o ]

L00%

.00%
.00%
.00%
.00%
.00%

Beef,

Bean,
Goat,
Beef,
Bearn,
Beef,

meat byproducts-Cocked; Fresh or N/S;

pinto, seed-Cooked; Dried; Cook Meth /S
meat-Cooked; Fresh or N/S; Boiled
meat-Cooked; Fresh or N/S; Boiled
kidney, seed-Cooked; Dried; Boiled
meat-Cooked; Fresh or N/S; Fried
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